Study selection Study designs of evaluations included in the review
Only randomised controlled trials (RCTs) were eligible for inclusion in the review.
Specific interventions included in the review
Studies that reported the use of Chinese herbal medicine versus IFN-alpha, or Chinese herbal medicine combined with IFN-alpha versus IFN-alpha alone, for the treatment of hepatitis B were eligible for inclusion in the review. Chinese herbal medicine was defined as the 311 botanical and animal-product medicines that are commonly used in clinical practice by practitioners of traditional Chinese medicine, and which are listed in a current herbal medical textbook used at the Shanghai University of Traditional Chinese Medicine (see Other Publications of Related Interest no.1). A range of different Chinese herbal treatments were reported in the review. These included kurorinone, bufotoxin and actual plant species, e.g. Artemesia capillaris, Astragalus membranaceus, Peonia rubra, Polygonum multiflorum, Poria cocos and Pseudostellaria heterophylia; a full list was provided in the review.
The eligible forms of IFN-alpha for combined treatment or control included IFN-alpha, IFN-alpha-1b, IFN-alpha-2a and IFN-alpha-2b. To define a standardised control regimen, only studies in which the control group used IFN-alpha at a dose of at least 1 million units administered 3 times weekly were included. Studies in which the control group used very low doses of IFN-alpha , or different comparison treatments such as gamma-IFN, other drugs or other herbal treatments, were excluded.
Participants included in the review
Participants with chronic hepatitis B were eligible for inclusion in the review. People with chronic active hepatitis B and chronic persistent hepatitis B were included in the review. Chronic cases of hepatitis B infection were defined in most included studies as those in which positive hepatitis B surface antigen (HBsAg) and hepatitis B e antigen (HBeAg) serum markers, and hepatitis B virus (HBV) DNA genetic markers, persisted for at least 6 months. The average age of the included participants ranged from 14.8 to 38.5 years.
Outcomes assessed in the review
The studies had to provide data on the numbers of responders and nonresponders for any of three dichotomous end points. The outcomes assessed in the review were HBsAg seroversion, HBeAg seroreversion and HBV DNA seroreversion, evaluated at the end of 3 months of treatment. Outcome data at long-term follow-up were eligible for inclusion in the review, but none were found.
